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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply w/ithin the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply Is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent tenn adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 30 March 2004 . 
2a)n This action is FINAL. 2b)KI This action is non-final. 

3) n Since this application is in condition for allowance except for formal nnatters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-88 is/are pending in the application. 

4a) Of the above claim(s) 7-69. 74. 76-79. 81. 85-88 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) IEI Claim(s) 1-6.70-73.75.80 and 82-84 is/are reiected. j 

7) 0 Claim(s) is/are objected to. I 

8) 0 Claim(s) are subject to restriction and/or election|requirement. 

Application Papers 

9) KI The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)0 accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121 (d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d)or (f). 
a)n All b)n Some \c)\J None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

This application claims benefit to provisional application 60/253943, filed November 30, 

2000. 

Claims 1-88 are pending and currently under examination. 

Election/Restriction 

Applicant's election without traverse of Group I, claims 1-6, 10-73, 75, 80, 82-84, in the 
reply filed on March 30, 2004 is acknowledged. Claims 7-69, 74, 76-79, 81, 85-88 are 
withdrawn fi-om fiirther consideration pursuant to 37 CFR 1.142(b) as being drawn to a 
nonelected inventions, there being no allowable generic or linking claim. Claims 1-6, 70-73, 75, 
80, 82-84, drawn to an isolated homozygous stem cell, are currently under examination. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Information Disclosure Statement 

The information disclosure statements (IDS) submitted on April 2, 2002 and January 22, 
2002, are in compliance with the provisions of 37 CFR 1.97. Accordingly, the information 
disclosure statement is being considered by the examiner. 
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In addition, it is noted that the hsting of references in the specification is not a proper 
information disclosure statement. 37 CFR 1.98(b) requires a list of all patents, publications, or 
other information submitted for consideration by the Office, and MPEP § 609 A(l) states, "the 
list may not be incorporated into the specification but must be submitted in a separate paper." 
Therefore, unless the references have been cited by the examiner on form PTO-892, they have 
not been considered. Specifically, it appears that many of the reference cited in the specification 
have been listed and provided in the IDS, however there are references that are not provided (for 
example on page 23, Taylor et al. Hum. Reprod., 1994). 

Specification 

The nucleotide sequence disclosure contained in this application does not comply with 
the requirements for such a disclosure as set forth in 37 C.F.R. 1.821 - 1.825. 37 CFR 1.821(d) 
states: "[wjhere the description or claims of a patent application discuss a sequence that is set 
forth in the "Sequence Listing" in accordance with paragraph (c) of this section, reference must 
be made to the sequence by use of the sequence identifier, preceded by "SEQ ID NO:" in the text 
of the description of claims, even if the sequence is also embedded in the text or the description 
or claims of the patent application. In this case, the sequences in the specification do not have 
sequence identifiers (see bottom of page 71 for example). 

The absence of proper sequence listing did not preclude the examination on the merits 
however, for a complete response to this office action, applicant must submit the required 
material for sequence compliance. 
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Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-6, 70-73, 75, 80, 82-84 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Specifically, the claims recite and encompass an isolated 
homozygous stem cell (claims 1-4) or a homozygous stem cell derived by a variety of methods 
(claims 5, 6, 70-73, 75, 80, 82-84), however the specification fails to clearly set forth what is 
considered "homozygous". It is unclear if it reflects the clonal nature of the cell or to the genetic 
make-up. If it is in reference to the genetic make-up of a cell, the metes and bounds of the 
claims would be indefinite because the homozygosity would relative to the cell to which one 
would compare. Moreover, upon review of the teachings of the specification it is unclear how 
one would identify or what would be considered 'homozygous'. Each individual comprises a 
set of chromosomes from both parents, and so at the least the combinations of any one of these 
would result in three possible combination, for example in combining two spermatids (claims 5 
and 6). It is unclear which of these three combinations would be considered homozygous. 
Complicating the determination and the analysis is that in an individual there is allelic exchange 
between chromosome pairs in a given cell, so that analysis of any one set of chromosomes from 
one cell would demonstrate the presence of alleles from both parents. How one would determine 
the homozygosity of a cell obtained from two different chromosome pairs that did not exist 
before the allelic exchange is not clearly defined in the claims nor the specification. 
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Finally, claims 2-6, 70-73, 75, 80, 82-84 indicate that the cells are "derived from" 
however what is encompassed by the term "derived" in how or how much the cells are altered is 
not clearly set forth in the claims nor the specification. In addition to the issues of homozygosity 
discussed above, it is unclear how similar or different the resulting cell can be fi"om the starting 
material and considered encompassed by the metes and bounds of the claim. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-6, 70-73, 75, 80, 82-84 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Thomson et al. (Science 1998-IDS reference). 

Claims 1-6, 70-73, 75, 80, 82-84 are generally drawn to an isolated homozygous stem 
cell, are currently under examination. Claims 5, 6, 70-73, 75, 80 and 82-84 are produced by 
particular methods, however it is noted that the office does not have the facilities for examining 
and comparing applicant's product with the product of the prior art in order to establish that the 
product of the prior art does not possess the same material, structural and functional 
characteristics of the claimed product. In the absence of evidence to the contrary, the burden is 
upon the applicant to prove that the claimed products are functionally different than those taught 
by the prior art and to establish patentable differences. See Ex parte Phillips, 28 USPQ 1302, 
1303 (BPAI 1993), In re Best, 562 F.2d 1252, 195 USPQ 430 (CCPA 1977) and Ex parte Gray, 
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1 0 USPQ2d 1 922, 1 923 (BPAI 1 989). The specification provides a definition of a 
"homozygous stem cell" as a cell previously termed a teratoma stem cell or a cell made by a 
variety of methods, including the isolation of stem cells as the cells isolated from the inner cell 
mass of blastocyst-like masses (see bottom of page 16). Thomson et al. teach the isolation and 
characterization of human embryonic stem cells. 

Where, as here, the claimed and prior art products are identical or substantially identical, 
or are produced by identical or substantially identical processes, the PTO can require an 
applicant to prove that the prior art products do not necessarily or inherently possess the 
characteristics of his claimed product. See In re Ludtke 441 F.2d 660, 169 USPQ 563 (CCPA 
1971). Whether the rejection is based on "inherency" under 35 USC 102, or "prima facie 
obviousness" under 35 USC 103, jointly or ahematively, the burden of proof is the same, and its 
fairness is evidenced by the PTO's inabihty to manufacture products or to obtain and compare 
prior art products. In re Best, Bolton, and Shaw, 195 USPQ 430, 433 (CCPA 1977) citing In re 
Brown, 59 CCPA 1036, 459 F.2d 531, 173 USPQ 685 (1972). 

Claims 1-6, 70-73, 75, 80, 82-84 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Doetschman et al. (J. Embryol. Exp. Morph 1985-IDS reference). 

Claims 1-6, 70-73, 75, 80, 82-84 are generally drawn to an isolated homozygous stem 
cell, are currently under examination. Claims 5, 6, 70-73, 75, 80 and 82-84 are produced by 
particular methods, however it is noted that the office does not have the facilities for examining 
and comparing applicant's product with the product of the prior art in order to establish that the 
product of the prior art does not possess the same material, structural and functional 
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characteristics of the claimed product. In the absence of evidence to the contrary, the burden is 
upon the applicant to prove that the claimed products are functionally different than those taught 
by the prior art and to establish patentable differences. See Ex parte Phillips, 28 USPQ 1302, 
1303 (BPAI 1993), In re Best, 562 F.2d 1252, 195 USPQ 430 (CCPA 1977) and Ex parte Gray, 
10 USPQ2d 1922, 1923 (BPAI 1989). The specification provides a definition of a 
"homozygous stem cell" as a cell previously termed a teratoma stem cell or a cell made by a 
variety of methods, including the isolation of stem cells as the cells isolated fi-om the inner cell 
mass of blastocyst-like masses (see bottom of page 16). Doetschman et al. teach the isolation 
and characterization of mouse embryonic stem cells. 

Where, as here, the claimed and prior art products are identical or substantially identical, 
or are produced by identical or substantially identical processes, the PTO can require an 
applicant to prove that the prior art products do not necessarily or inherently possess the 
characteristics of his claimed product. See In re Ludtke 441 F.2d 660, 169 USPQ 563 (CCPA 
1971). Whether the rejection is based on "inherency" under 35 USC 102, or "prima facie 
obviousness" under 35 USC 103, jointly or alternatively, the burden of proof is the same, and its 
fairness is evidenced by the PTO's inability to manufacture products or to obtain and compare 
prior art products. In re Best, Bolton, and Shaw, 195 USPQ 430, 433 (CCPA 1977) citing /n re 
Brown, 59 CCPA 1036, 459 F.2d 531, 173 USPQ 685 (1972). 

Claims 1-6, 70-73, 75, 80, 82-84 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Evans et al. (Nature 1981 -IDS reference). 

Claims 1-6, 70-73, 75, 80, 82-84 are generally drawn to an isolated homozygous stem 
cell, are currently under examination. Claims 5, 6, 70-73, 75, 80 and 82-84 are produced by 
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particular methods, however it is noted that the office does not have the faciUties for examining 
and comparing applicant's product with the product of the prior art in order to establish that the 
product of the prior art does not possess the same material, structural and functional 
characteristics of the claimed product. In the absence of evidence to the contrary, the burden is 
upon the applicant to prove that the claimed products are functionally different than those taught 
by the prior art and to establish patentable differences. See Ex parte Phillips, 28 USPQ 1302, 
1303 (BPAl 1993), In re Best, 562 F.2d 1252, 195 USPQ 430 (CCPA 1977) and Ex parte Gray, 
10 USPQ2d 1922, 1923 (BPAl 1989). The specification provides a definition of a 
"homozygous stem cell" as a cell previously termed a teratoma stem cell or a cell made by a 
variety of methods, including the isolation of stem cells as the cells isolated from the inner cell 
mass of blastocyst-like masses (see bottom of page 16). Evans et al. teach the isolation and 
characterization of mouse embryonic stem cells. 

Where, as here, the claimed and prior art products are identical or substantially identical, 
or are produced by identical or substantially identical processes, the PTO can require an 
applicant to prove that the prior art products do not necessarily or inherently possess the 
characteristics of his claimed product. See In re Ludtke 441 F.2d 660, 169 USPQ 563 (CCPA 
1971). Whether the rejection is based on "inherency" under 35 USC 102, or "prima facie 
obviousness" under 35 USC 103, jointly or alternatively, the burden of proof is the same, and its 
fairness is evidenced by the PTO's inability to manufacture products or to obtain and compare 
prior art products. In re Best, Bolton, and Shaw, 195 USPQ 430, 433 (CCPA 1977) citing In re 
Brown, 59 CCPA 1036, 459 F.2d 531, 173 USPQ 685 (1972). 
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Claims 1-6, 70-73, 75, 80, 82-84 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Saito et al. (Dev. Biol. 1992-lDS reference). 

Claims 1-6, 70-73, 75, 80, 82-84 are generally drawn to an isolated homozygous stem 
cell, are currently under examination. Claims 5, 6, 70-73, 75, 80 and 82-84 are produced by 
particular methods, however it is noted that the office does not have the facilities for examining 
and comparing applicant's product with the product of the prior art in order to establish that the 
product of the prior art does not possess the same material, structural and functional 
characteristics of the claimed product. In the absence of evidence to the contrary, the burden is 
upon the applicant to prove that the claimed products are functionally different than those taught 
by the prior art and to estabhsh patentable differences. See Ex parte Phillips, 28 USPQ 1302, 
1303 (BPAI 1993), In re Best, 562 F.2d 1252, 195 USPQ 430 (CCPA 1977) and^x parte Gray, 
10 USPQ2d 1922, 1923 (BPAI 1989). The specification provides a definition of a 
"homozygous stem cell" as a cell previously termed a teratoma stem cell or a cell made by a 
variety of methods, including the isolation of stem cells as the cells isolated fi^om the inner cell 
mass of blastocyst-like masses (see bottom of page 16). Saito et al. teach the isolation and 
characterization of bovine embryonic stem cells. 

i 

Where, as here, the claimed and prior art products are identical or substantially identical, 
or are produced by identical or substantially identical iprocesses, the PTO can require an 
applicant to prove that the prior art products do not necessarily or inherently possess the 
characteristics of his claimed product. See/n reLudtke 441 F.2d 660, 169 USPQ 563 (CCPA 
1971). Whether the rejection is based on "inherency" under 35 USC 102, or "prima facie 
obviousness" under 35 USC 103, jointly or alternatively, the burden of proof is the same, and its 
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fairness is evidenced by the PTO's inability to manufacture products or to obtain and compare 
prior art products. In re Best, Bolton, and Shaw, 195 USPQ 430, 433 (CCPA 1977) citing In re 
Brown, 59 CCPA 1036, 459 F.2d 531, 173 USPQ 685 (1972). 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, All F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compUance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

Claims 1-6, 70-73, 75, 80, 82-84 are provisionally rejected under the judicially created 
doctrine of obviousness-type double patenting as being unpatentable over claims 1-5, 7-14 of 
copending AppHcation No. 10/179959. Although the conflicting claims are not identical, they 
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are not patentably distinct from each other because 10/179959, a continuation of the instant 
application, have claims that set forth and are drawn to "homozygous stem cells" generated by 
the same methods as the instant application. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 



No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joseph Woitach whose telephone number is (571) 272-0739. 

If attempts to reach the examiner by telephone are unsuccessfijl, the examiner's 
supervisor, Deborah Reynolds, can be reached at (571) 272-0734. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group analyst Dianiece Jacobs whose telephone niraiber is (571) 272-0532. 

Joseph T. Woitach 



Conclusion 




